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1. Purpose and use
The protocol is the document the IRB approves. It must describe the study in enough detail for reviewers to judge its scientific validity and its ethics without referring to other documents. This guide sets out the order and content of each section. Theses and dissertations submitted to BCPS, Bangladesh Medical University or other universities may follow the format their institution prescribes, provided every element marked as required in section 4 is present; the checklist in section 8 helps confirm this.
2. General formatting
	Item
	Requirement

	Paper and margins
	A4; margins of 2.5 cm (1 inch) on all sides.

	Font and spacing
	Times New Roman 12 pt or Calibri 11 pt; 1.5 line spacing; justified text.

	Version control
	Every page carries the short title, the protocol version number and the date in the header or footer (for example “Version 1.0, 10 November 2026”). Each revision receives a new version number and date.

	Page numbers
	Preliminary pages in Roman numerals; the main text in Arabic numerals starting at the Introduction.

	Headings
	Numbered (1, 1.1, 1.1.1) in the order of section 4.

	Abbreviations
	Defined at first use in the text and listed after the table of contents.

	Tables and figures
	Numbered, with a title and source; dummy tables for the main outcomes are encouraged.

	Language
	English. Participant documents and questionnaires in Bangla and English (section 4, annexes).

	References
	Vancouver style (preferred), numbered in order of first citation; Harvard style is accepted (SOP section 2.7).

	Originality
	The protocol is checked for plagiarism (SOP section 2.10.1). Paraphrase and cite; do not copy text from other protocols or theses.


3. Preliminary pages
	Page
	Content

	Title page
	Full title (specific, stating design, population, place and, where useful, period); name, qualification and designation of the investigator; supervisor or guide; department and institution; degree (for theses); protocol version and date; month and year of submission.

	Approval and forwarding page
	Signatures of the investigator, supervisor or guide and head of department, confirming that the protocol is forwarded for ethical review (former SOP Annexure C, “Forwarding”).

	Table of contents
	With page numbers; list of tables and figures.

	List of abbreviations
	Alphabetical.

	Structured abstract
	Not more than 300 words, prepared according to GL-2, followed by the ethics summary for the Board described in GL-2.


4. Main sections
Use the numbering below. The “IRB checks” column shows what reviewers look for when they complete the Reviewer Evaluation Form (SOP Annexure B).
	No.
	Section
	What to include
	IRB checks

	1
	Introduction / background
	The health problem, its burden (global and in Bangladesh, with recent data), what is known, and the specific gap the study will address. Cite literature specific to the topic so that the proposal has a sound scientific basis.
	Relevance; knowledge gap identified; recent and local evidence

	2
	Rationale and justification
	Why the study is needed now; its relevance to national health priorities; how the results will be used; why the chosen design and population are appropriate.
	Social value; relevance to priorities

	3
	Research question and hypothesis
	One clear primary research question. A hypothesis (null and alternative) for analytical and experimental studies.
	Hypothesis valid and testable

	4
	Objectives
	One general objective and specific objectives that are specific, measurable and achievable. Each specific objective must correspond to a variable and an analysis in section 6.15.
	Objectives consistent with the question and analysis

	5
	Literature review
	A concise, critical review of the most relevant studies, especially from Bangladesh and South Asia, ending with a conceptual framework where appropriate.
	Adequate and current literature

	6
	Methodology
	Subsections 6.1 to 6.16 below.
	Design, sampling and analysis valid

	7
	Ethical considerations
	See section 5 of this guide. This section is mandatory.
	Consent, risk, confidentiality, vulnerable groups

	8
	Limitations
	Expected limitations and how they will be minimised.
	Honest appraisal

	9
	Work plan
	Gantt chart of activities by month, from approval to submission of the final report (APP-4).
	Feasible timeline

	10
	Budget
	Summary of the detailed budget in the APP-1 Annex, with funding source.
	Budget representative

	11
	Facilities
	Resources, equipment, laboratory services and human or animal subjects required, distinguishing what is available from what must be obtained.
	Feasibility

	12
	Collaborative arrangements
	Any scientific, administrative or financial collaboration with other national or international organisations, with letters of agreement, MoU or MTA.
	Agreements attached

	13
	Expected outcomes and use of results
	Expected results and how they may contribute to national health development, policy or practice; dissemination plan, including feedback to participants and the community.
	Utilisation of results

	14
	References
	Vancouver style (section 7).
	Accurate and appropriate

	15
	Annexes
	See section 6 of this guide.
	Complete; Bangla versions


4.1 Methodology subsections (section 6 of the protocol)
	No.
	Subsection
	What to include

	6.1
	Study design
	Name the design precisely (for example hospital-based cross-sectional study; parallel-group, double-blind randomised controlled trial).

	6.2
	Study site
	Institution(s), department(s), community or district, and why chosen.

	6.3
	Study period
	Start and end dates of the whole study and of data collection; data collection begins only after IRB approval.

	6.4
	Study population
	Target population and accessible (source) population.

	6.5
	Selection criteria
	Inclusion and exclusion criteria, each with a reason.

	6.6
	Sample size
	Formula with its source, every assumption with its reference (prevalence, effect size, standard deviation, power, significance level), adjustment for non-response or loss to follow-up, and the final number (box below).

	6.7
	Sampling technique
	Method of selecting participants (consecutive, systematic, simple random, stratified, cluster) and how it is applied.

	6.8
	Variables
	Outcome, exposure and covariates, preferably in a table showing type and scale of measurement.

	6.9
	Operational definitions
	Exact definitions of key terms, cut-offs and diagnostic criteria, with references.

	6.10
	Research instruments
	Questionnaire, CRF, scales or checklists; source and validation; Bangla translation and back-translation (ICF-4); pretesting.

	6.11
	Data collection procedure
	Who collects data, their training, the steps from screening to completion, and the time each participant spends.

	6.12
	Intervention (trials)
	Product, dose, route, frequency and duration; comparator or placebo with justification; randomisation, allocation concealment and blinding; follow-up schedule; stopping rules; DSMB; DGDA approval; trial registration. Follow SPIRIT 2025.

	6.13
	Laboratory methods
	Specimen type, volume, collection, labelling, transport, processing, storage, biosafety level, quality control and disposal.

	6.14
	Quality control and assurance
	Training, standardisation, pilot testing, supervision, double data entry or validation checks.

	6.15
	Data management and analysis
	Data entry and cleaning; software (for example SPSS, Stata or R); descriptive statistics; the statistical test for each specific objective; significance level; handling of missing data and confounding; subgroup analysis by sex and other relevant factors; interim analysis for trials.

	6.16
	Study flowchart
	A diagram of the steps from screening to analysis.



	Worked example: sample size
For a single proportion: n = Z² × p × (1 − p) / d², where Z = 1.96 for 95% confidence, p is the expected proportion from a cited study, and d is the absolute precision.
Example: p = 0.30, d = 0.05 gives n = 3.8416 × 0.30 × 0.70 / 0.0025 = 322.7, rounded up to 323. Allowing for 10% non-response: 323 / (1 − 0.10) = 358.9, so 359 participants will be recruited.
For other designs, state the formula, its source (book or software, such as G*Power or OpenEpi), and every input value with its reference.


5. Ethical considerations (protocol section 7)
This section must address each item below. Write “Not applicable” with a reason where an item does not apply.
1. Approvals. IRB approval before data collection; DGDA approval for drug, device or biologic trials; BMRC National Research Ethics Committee approval where required; permission of the institutions and authorities controlling access to the study site.
1. Risks and benefits. Physical, psychological, social, legal and economic risks, their likelihood and seriousness, how each will be minimised, and the expected benefits to participants and society. State whether the study is minimal risk.
1. Informed consent. Who will obtain consent, when and where; language (Bangla and English documents, ICF-1 and ICF-3); time to decide; impartial witness and thumbprint for participants who cannot read; LAR for adults unable to consent; parental permission and assent for participants aged 7 to 18 years (ICF-2); any waiver requested and its justification; re-consent.
1. Vulnerable groups. Justification for including them and the additional safeguards (SOP-2).
1. Privacy and confidentiality. Private place for interviews and examinations; coding of data; storage and access; retention and destruction; data sharing; compliance with the personal data protection law of Bangladesh.
1. Payments and compensation. Reimbursement of travel or lost time (amount and schedule); free medical management of research-related injury; compensation and insurance for studies above minimal risk (SOP section 2.9).
1. Biological specimens. Storage, future use, export and the MTA (APP-1, Section 8).
1. Conflict of interest. Declaration for each investigator (SOP-3, Part B).
1. Reporting. Adverse events, deviations and amendments to the IRB as required by SOP sections 3.8 to 3.11.
1. Dissemination. How results will be shared with participants, the community and policymakers.
6. Annexes
	Annex
	Content

	A
	Participant information sheet — English (ICF-3)

	B
	Informed consent form — English (ICF-1)

	C
	Participant information sheet and informed consent form — Bangla

	D
	Assent forms, Bangla and English (ICF-2), where participants are aged 7 to 18 years

	E
	Questionnaire, interview guide or case record form — English

	F
	Questionnaire, interview guide or case record form — Bangla

	G
	Translation certificates (ICF-4)

	H
	Permission letters, MoU, MTA and regulatory approvals

	I
	Laboratory SOPs or manuals, investigator’s brochure (trials), animal use supplement (GL-4)

	J
	Curricula vitae of the investigators


7. References
Number references consecutively in the order in which they are first cited, using Arabic numerals in square brackets or superscript. Abbreviate journal titles as in the NLM Catalog. List the first six authors followed by “et al.” when there are more than six.
	Type
	Format and example

	Journal article
	Author AA, Author BB. Title of article. Abbreviated Journal Title. Year;Volume(Issue):pages. doi:
World Medical Association. World Medical Association Declaration of Helsinki: ethical principles for medical research involving human participants. JAMA. 2025;333(1):71-4. doi:10.1001/jama.2024.21972

	Book
	Author AA. Title of book. Edition. Place: Publisher; Year.
Hulley SB, Cummings SR, Browner WS, Grady DG, Newman TB. Designing clinical research. 4th ed. Philadelphia: Lippincott Williams & Wilkins; 2013.

	Report or guideline
	Organisation. Title. Place: Publisher; Year.
Council for International Organizations of Medical Sciences. International ethical guidelines for health-related research involving humans. Geneva: CIOMS; 2016.

	Web page
	Author or organisation. Title [Internet]. Place: Publisher; Year [cited Year Month Day]. Available from: URL


7.1 Reporting guidelines
Design the protocol so that the study can later be reported according to the guideline for its design:
	Study design
	Guideline

	Randomised trial protocol / report
	SPIRIT 2025 / CONSORT 2025

	Observational study (cohort, case-control, cross-sectional)
	STROBE

	Diagnostic accuracy study
	STARD 2015

	Qualitative study
	COREQ or SRQR

	Systematic review protocol / report
	PRISMA-P 2015 / PRISMA 2020

	Case report
	CARE

	Quality improvement study
	SQUIRE 2.0

	Animal research
	ARRIVE 2.0 (see GL-4)


These guidelines are available from the EQUATOR Network (www.equator-network.org).
8. Submission checklist
	No.
	Item
	Done

	1
	Title page, forwarding page, contents and abbreviations included
	 Yes     No     N/A

	2
	Version number and date on every page
	 Yes     No     N/A

	3
	Structured abstract of not more than 300 words and ethics summary (GL-2)
	 Yes     No     N/A

	4
	Each specific objective matched to a variable and an analysis
	 Yes     No     N/A

	5
	Sample size formula, assumptions with references, and final number stated
	 Yes     No     N/A

	6
	Ethical considerations section addresses all ten items in section 5
	 Yes     No     N/A

	7
	Bangla and English participant documents and questionnaires annexed, with translation certificates
	 Yes     No     N/A

	8
	Work plan, budget and facilities included
	 Yes     No     N/A

	9
	References in Vancouver (or Harvard) style, all cited in the text
	 Yes     No     N/A

	10
	Protocol checked for plagiarism by the investigator before submission
	 Yes     No     N/A
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